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CENTRAL FAX CENTER 



DEC 2 9 2006 



IN THE UNITED STATES PATENT & TRADEMARK OFFICE 



Application No.: 
Filing Date: 



Attorney Docket No.: 



Inventor (first named): 



Group Art Unit: 
Examiner Name: 



10/707,230 
November 28, 2003 
Katz, et al. 

Pratt, Helen F. 
4S496.20 



BEST AVAILABLE COPY 



AFFIDAVIT UNDER 37 CFR Sec. 1.131 



Province of Alberta 
CANADA 

We, SAUL KATZ and VALERIE TESKEY (a.k.a. VALERIE PRICE), being duly sworn, depose 
and say as follows: 

1 . We are the inventors for the above-identified patent application. 

2. All of the inventive activity declared in this Affidavit took place in Canada, 

3. We conceived of the invention claimed in the above-identified patent application prior to 
June, 2002, the publication date of the Painter et al. publication, and prior to March 14, 
2000, the filing date of US Patent Application No. 10/817,502 (the "Wolf Reference"), 
which is also the filing date of US Patent Application No. 09/524,445 (the "Gilles-; 
Reference"). 

4. By no later than 8 March 2000, we had conceived of and reduced to practice the 
invention comprising a nutritional bar formulation, claimed in the claims of the present 
application. 
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5. Attached as Exhibit "A" hereto is a copy of a letter addressed to Saul Katz from Dr. 
Wolever of the Glycaemic Index Testing Inc. (GIT), dated 17 February 2000, confirming 
that we had spoken to Dr. Wolever about testing the glycemic index of the nutritional bar 
formulations we had developed, which are the subject of the present application. 

6. Attached as Exhibit "B M hereto is a copy of a letter addressed to Val Price from Dr> 
Thomas Wolever of the Glycaemic Index Testing Inc, (GIT), dated 30 March, 2000, 
which follows up the conversation we had confirmed in Exhibit "A". We had by this 
time provided at least two of our formulations (which were in existence prior to 17 
February 2000) to Dr. Wolever in confidence. The letter confirms that we had 
discussions with GIT by that date regarding testing of bars we had developed which we 
believed to be high carbohydrate, low glycemic index bars in accordance with our 
claimed invention. We worked with Dr. Wolever with different formulations and 
variations of such bars and continued development of the product from that time forward. 
One embodiment, which we had referred to as a Lemon Bar, finished testing in May, 
2001 . The final report for GI test for the Lemon Bar was delivered to us by letter dated 

1 1 May, 2001. A copy of this letter is attached hereto as Exhibit "C". Those test results 
accompanying Exhibit n C" are referred to in our patent specification. 

7. The general formulation of the Lemon Bar was conceived of prior to 17 February 2000. 
We believed that a nutritional food bar with a high carbohydrate fraction, greater than 
50%, would be useful as carbohydrates are the body's preferred energy source, but also 
that a low glycemic index would be beneficial. Conventional thinking at this time tried to 
achieve low-GI by formulating low-carbohydrate products. 

Attached hereto as Exhibit H D" are pages 1-47 excerpted from a lab notebook maintained 
by Jing Lu, who was a technician working under our supervision and guidance, which 
recorded our progress contemporaneously. Ms. Lu signed and dated the pages, and 
Valerie Price also signed and dated the pages. As may be seen, reduction to practice of 
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the bar formulation we had earlier conceived of took shape in February and March, 2000. 
In particular: 

(a) we conceived of a low GI, high carbohydrate product incorporating soluble fiber, 
unsaturated fats, and a moderate amount of protein (page 3 of the notebook); 

(b) on February 18, 2000, a bar containing a fructose-based binder, fruit pieces and inulin 
fiber, having 28.97g of carbohydrates ("carbo") in a 50 g bar was tested. One subject 
("Huy") showed a GI of 41 (page 21 of the notebook); 

(c) on page 22, a modification was made to one formulation to increase plum puree, was 
found to "mix OK" (February 22); 

(d) many different ingredients were tested during this time, many of which are found in 
the formulation described in embodiments of the present patent application; 

(e) on March 1, a combination having 28.04 g carbo / 50 g bar, resulting in a GI average 
between 2 subjects of 51 was achieved; 

(f) on March 2, calcium caseinate, glycerine and inulin IQ were added; 

(g) on March 7, the ingredient "energy smart" which was a fructose-based mid-GI binder 
and sweetener was replaced with fructose; and 

(h) on March 8, we were able to achieve low GI values averaging in the mid-20's with a 
50g bar having 28-61 g of carbohydrates (page 41 of the notebook) 

[continued next page] 
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8. On March 3 1 , 2000, we responded to Dr. Wolever 's letter of March 30, 2000, enclosing 
details of the ingredients of three test bars. A copy of our March 31 letter and attachments is 
attached hereto as Exhibit "E'\ As may be seen from the Exhibits, the formulation referred to in this 
letter corresponds to the invention broadly disclosed and claimed in the above-identified patent 
application, and was conceived of no later than February 18, 2000, and reduced to practice by no 
later than March 8, 2000. 



SWORN BEFORE ME at the City of 
Edmonton, in the Province of Alberta, this 
l^dayof Sch^ ,2006. 




A Notary Pufeltc in and for the 
Province, of Alberta 



SWORN BEFORE ME at the City of 
Edmonton, in the Province of Alberta, this 
(ydayof fckfaf ,2006. 




A Notary Public in and for the 
Province of Alberta 
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Received: 11/24/2005 04:31PM 
NEWttERRttJHUTRITION' 
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P- 2 
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Testing 



17 February, 2000 



SanlKatz, 
President* 
Nerw Bra Nutrition 



Glycaemic Index Testing Ino. 

135 Mflvety St., Toronto, 
Ontario, Canada M6P 2L8 
Tel: (416)978-5556 
FAX: (416) 769^7210 



BEST AVAILABLE COPY 



DEC 2 9 2006 



FAX: 780-423-1786 



Dear tar. Katz, 

y^^IS^^^ "mWiee with Jain VaJ today. I found the prqj^t into^ting *mdl m 

to to ^porturd^ of worfri^ wim yon. A* you Jj, tk^S «strf 
faSS^ Protocol in 10 8 ubj«k is as Mw^SSST 

1 food: $5,400 

2 foods: SR.OC0 

3 foods: $10,400 
* foods: 512,600 

5 foods: Sld.400 add SI BOO for evety additional Xbod up to a total of 12. 

F ? 1han 12 fooda * ^ cos* would be about S2100 per food This doss nht inrii^. ««.' • • •» 

Any cltona*. to fcs protocol may require e0u» mview which wnuWfecha^ to 

. apc>n oam P lefaOT or according to a mutually agreed upon schedule hasarf ^ „ZZZ_ 
and d^vi^orrof prBlmunwy t«ull. (final reartte^uirVa ^^*£^tt^S?£^ 

at close to our anient maximum capacity. As Imeationod on the ohone. a W^T^t worths 



/Yours sincerely, 
President 




THIS « gXhiBTT* ft •ftfemtftoin-Ja 

~~ . "fir ' 
Swa*/ Declared bsfom roe thte_I:^..oay 

/fH^PW gyt^l, 

A Cemmiszioner for Qatfvs k* airW 
for the Province of- Alberta. 
A Notary Pubtfc^ 
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Nov 24 2005 
00/31/00 



5: 25PM 
00:50 VAX 



Received: 11/24/2005 Q4:3lPM * Pg 3/4 
NEWttERflSNUTRITIQrt 



780 423 178S 



p. 3 



101 




Glycaemic Index Testing Inc. 

135 Mavety St M Toronto, 
Ontario, CajaBda M6P 2L8 
Tel: (4X6) 978-5556 
FAX; (4-16) 769-7210 

30 March, 2000 

VaJ Price, 

New Era Nutrition, 

New Exu Place, , 

10519- 99 Avcmifi. CffULfyfi* 

EdmoiUca Alberta T5K 0B7 _ 

PAX:.7S0^42>1786 

DearVal, ^ 

should be within 15-20 ofth* 5£ GT ^x^l^^^^^ac 
refwmulaic and we can test aealn. team not as esepeeted, thee you ma? 

preftrto use bread as theLndard, and adiSt^T^lS^ ^ rfafctad. We 

test SOg glucose and can coa&^^r^Sou f2S 7?^ ""f^ * w ^aioally. 

a GIoT?l. Vou warn to getaGi of 4^5^^c hJL% ff ^J 1005 * 1148 8 Gr of l 00 then bread has 
The «*t for ^"mim^SiSi^ ?° or bread as the standard? ' 

Standard protocoD ^lO^^Jlt^Z^^ lB S4 ^° ™* *r GT determine 
normally ask for 33% adv^ced pa^ t , S-f^ C -™ ,Q a of S14.700. I 
$3.000 as the .advanced «E iS . less * 

to be able to complete the mini-test vdthm 4weefcTo? i£SSf?r °* T ^ould expect 

Paym^witmn 2-3 weeks, then I tfdnk we tSftrtk ^ 

of each bar for the imti^ S^nSZ i^^ 1100 ^' * "*» *» ~«I ncS 2<J * 

send the info for Test Bar ? AJfta »h™ r? 1 1116 M1 i^xmauon. Can 

w«h or wttaour refc ronce to ^SnT^^^ ^ *T ^ 

yours sincerely. 



•3 



Thomas MS Wolover, MD. 
President 



THIS !S EXHIBIT" B "rsfrrrcd to !n tte 
Afll^i'i/DeoiC^on of 

Declared be: 



Sworn /Declared before me 



/ 4i^(-/ v ^u/ 

A 00rtwis3cno~lfor Oeittis TiTaJS 



.A.D.. 



tor the Provinca of Afcferta. 
A Notary Pi&lto; 
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11 May, 2001 



Ntfsw Era Nutrition 
New Eta Place, 
10519- 99th Ave., 
Edmonton, Alberta TSK 0B7 

Dear Jing, 



135 Ma Vcty gt (> To S -inc. 

Ontario, Canada M6P ;>t_r 
Tcl= <416) 978-5^6 ^ 
FAX: (4 J-«5) 769-7210 



F - 1 



^ete is the final report for the GI tea* r 

Yours sincerely. . >• 




^^MS Wolever, MD, PhD, 



TH!$ !3 EXHiSrr* C •rtfsrroa SO in lbs 
Athd^vit/Dcciars^sn of 

~ >••• ■ ,, /ir < » J 

Swonri/ Declared ba?GiStT,B i-.is._t/ „, day 
cf ^i^^LCL A£io2C„_f£. 

A CoT^sIioner for Oa£s iri 2nd 
for the Province of Alberta. 
A tootary Public 
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NUTRITION 

"the nulroceuiical food products company' 



March 31, 2000 

Dr. Tom Wolever 
Glycaemic Index Testing Inc. 
135 Maverty St., Toronto 

Ontario, Canada M6P 2L8 Fax: (416) 769-7210 

Dear Dr. Wolever, 

Thank you for your prompt reply. 

My apologies for the missing page. 

We agree with your idea of only one bread standard for the "mini-test* 1 . Thank you for the 
suggestion. 

Following are the answers to your questions. 

• We want to achieve a Gl of 40-50 using the white bread standard. 

• Solnuts is a brand name for toasted soy pieces. 

• The glycerine is counted in total carbohydrate. Attached is the bar Information with 
the appropriate detail included. 

Either Saul or James will be in touch regarding the advance payment and Terms of 
Research next week. We will have bars to you by April 25. 



Best Regards 
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Glycemic Index Test Bar 3 



03/31/00 



Nutrition Facts 

Serving Si2e (50g) 

Servings Per Container 



Amount Per Serving 



Calories 190 Calories from Fat ( 



Total Fat 6g 



.Dally Value' 



Saturated Fat 19 



10% 

4% 



Cholesterol Omg 



Sodium 30mg 



ToUl Carbohydrate 28g 



0% 
1% 
9% 



Dietary Fiber 8g 



33% 



Sugars 8g 



Protein Sg 



Vitamin A 2% 



Vitamin C 2% 



Calcium 6% 



lronB% 



'Percent Daily values sro Oasoo* on 9 2,000 
caicrta diat Your dsty values may be higher or 
lower deoentano oa your calorie needs: 

Calorie*: 2.000 2.SO0 



Total Fad le4i Ihcm 65fi flOg 

Saturated Pal less men 20g 2Sg 
Choles-lero) Less man 300mg 3oOrno 

Spdfum Less thai 2,400mg 2.400iTQ 
Tola) CaifcohydrOt* 30©g 375fi 

Ojgtgy Fjbgf 25Q 30Q 



Calorics per gram: 

Fsi9 • Carbonydieie* 



INGREDIENTS: Solnuts, Toasted 
Barley Flakes, Plum Puree, Almond 
Butter, Inulin, Fructose, Pear Juice 
Concentrate, Glycerine, Dried 
Cherries, Calcium Caseinate, Agave 
Nectar, Energy Smart, Supro Plus 
Nuggets. Soy Oil. Fenugreek, Natural 
Flavors, Lecithin. 



Total Carbohydrate 28.42g/50g bar (includes glycerine) 
Fiber 8,33g/50g bar 

Glycerine 3,35g/50g bar 



Please note that Nutritional Information is based on a computer 
model and will vary from actual laboratory analysis. This information 
is confidential and proprietary and may not be given to third parties 
without express permission from New Era Nutrition Inc. 

I 
i 
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Glycemic Index Test Bar 2 

03/31/00 



Nutrition Facts 

Serving Srze (5Qg) 

Sorvinos Per Container 



Amount Py Serving 

Calories 1 90 Calories from Fat 60 



Dally Valua' 

T otal PgTVg 10% 

Saturated Fat 2.59 13% 

Cholesterol Omg 0% 

Sodium SO^g 2% 

T otal Carbohydrate 29q 10% 
Dietary Fiber 7g 28% 

Sugars Hfl ^ 

Protein 9g 



Vitamin A 2% . Vitamin C 2% 
Calcium 6% * Iron 6% 



"Percent Oefry Values ere breed 00 ? 2.000 
Ctforle <fcl. Vogr 4jw m$y be hi&te est 
* lower depending an yaut calorie titttei 

f ToiiH Fal Le» than 6Sg 80g 

{ Salvnried Fot Less than 20g • 25$ 

t Choteiteml Less than 300mg 3Wmo 

? Sodium Us* Ihon 2.40Orng 2.400mg 

f Toiai Caibohydrate 20Og 375g 

; Otttary Fiber 35p 3Qg 

! Caioriea per own: 

fal 9 » Carbcnyoraie 4 - Proieh 4 



Total Carbohydrate 29>35/50g bar (includes glycerine) 
Fiber 7.08g/50g bar 

Glycerine 3.12g/50g bar 



Please note that Nutritional Information is based on a computer 
model and will vary from actual laboratory analysis. This information 
is confidential and proprietary and may not be given to third parties 
without express permission from New Era Nutrition Inc. 
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INGREDIENTS: Chocolate Coating, Solnuts, 
Inulin, Plum Puree, Toasted Barley Flakes, 
Supro Plus Nuggets, Energy Smart, Fructose, 
Glycerine, Dried Cherries, Whey Protein 
Isolate, Pear Juice Concentrate, Soy Oil, 
Agave Nectar, Nutty Wheat and Barley. 
Almond Butter, Fenugreek, Natural Flavors, 
Lecithin. 
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Glycemic Index Test Bar 1 



03/31/00 



Nutrition Facts 

Serving Size (50g) 

Servings Per Container 



Amount Pot Serving, 



Calories 200 Calories from Pat 60 



Total Fat 7g 



10% 



Saturated Fat 1g 



5% 



Cholesterol Smg 



1% 



Sodium 75mg 



3% 



Total Carbohydrate 24g 



8% 



Dietary Fiber 3g 



11% 



Protein 14g 



Vitamin A 0% 



Vitamin C 2% 



Caldum 15% 



Iron 10% 



'Percent Ds3y Values arc based on a 2.000 
artote £ai. Yotif dsly values may be higher or 
lower CcpcncUng on your ceteris need* 

CdorteBi 2,000 2.500 



ToW f ot Lesatnan 6 So Boo 

Saturated Pal Loss then ZOg 25g 
CaVrtfiitwol Lea than 3O0mQ 300mo 
Sodium Less (han 2/»00i ng 2.d00.-ng 

Total Carbohydrpio 300Q 375$ 

Dietary FtoW 23g 30q 



Catories per gram: 

Fal 9 • Carbohydrate 4 . P/o*#n « 



INGREDIENTS: Solnuts, Energy Smart (fruit 
and grain dextrins), Soy Protein Isolate, Natural 
Peanut Butter, Plum Puree, Glycerine, Honey, 
Honey Granola, Rice Syrup, Whey Protein 
Concentrate, Supro Nuggets, Roasted Peanuts, 
Rolled Oats, Pear Juice Concentrate, Agave 
Nectar, Peanut Flour, Milk Mineral Concentrate, 
Natural Peanut Butter Flavor, Ambrotose. 



Total Carbohydrate 23.56g/50g bar (Includes glycerine) 
Fiber 2.54g/50g bar 

Glycerine 2.88g/50g bar 



Please note that Nutritional Information is based on a computer 
model and will vary from actual laboratory analysis. This information 
is confidential and proprietary and may not be given to third parties 
without express permission from New Era Nutrition Inc. 
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